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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-6, 10, 12-17, 19-25 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Wakuda et al. (US 2002/01 93820). 

Regarding claims 1, 3-5, 19, 21-23, Wakuda discloses, Figs. 1-2, a system comprising: 
a catheter body 1; an inflatable balloon 5; a plurality of concentrically disposed restrictors 6a, 6b 
circumferentially disposed on the inflatable balloon, wherein one or more restrictors are at least 
partially removable to allow expansion of the inflatable balloon to a predetermined size; inflation 
means is inherently coupled to a proximal end of the catheter body to inflated the inflatable 
balloon. 

Regarding claims 2 and 20, the convention catheter body includes an inflation lumen 
and an inflation hole adjacent to the inflation balloon, wherein the inflation lumen and the 
inflation hole allow inflation fluid from the inflation means to inflate the inflatable balloon. 

Regarding claims 6 and 24, each restrictor is attached to the catheter body at an at least 
one point on an outside surface of the catheter body. 
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Regarding claims 10 and 25, the restrictors comprises a material selected from the 
group consisting of polyurethane, rubber ect... (see [0053]). 

Regarding claims 12-17, they encompass the same scope of the invention as to that of 
claims 1-6 except they are drafted in method format instead of apparatus format. Since the 
method of treating a vascular condition is merely a list of steps of performing, these steps must 
be performed in order to obtain the device (see rejection of claims 1-6 above). Therefore, the 
method of treating a vascular would be inherent to the shown structure of the device. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 7-9, 26-28 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wakuda et al (US 2002/0193820) in view of Mclntyre (US 5,338,298). 

Wakuda discloses the invention as substantially claimed. Wakuda does not disclose a 
restrictor removal element as described in claims 7-9 and 1 1 . 

Mclntyre discloses a collar 28, 32 9 can be called restrictor removal elements; wherein 
the restrictor removal element is selected from the group consisting of a tab. 

Therefore, It would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to modify the device of Wakuda with a collar (restrictor removal 
element), as taught by Mclntyre, in order to attach the balloon with the catheter body. 
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Claims 11,18 and 29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wakuda et al (US 2002/0193820) in view of Wang (US 6,402,778). 

Wakuda discloses the invention as substantially claimed. Wakuda does not discloses a 
stent including a stent framework coupled to the inflatable balloon. 

Wang discloses a stent 18 (figs. 1-5) including a stent framework coupled to the 
inflatable balloon. It is noted that a stent is used in balloon catheter is very common in the art. 

Therefore, It would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to modify the device of Wakuda with a stent coupled to the 
inflatable balloon, as taught by Wang, in order to prevent an opened lesion from reclosing or to 
reinforce a weakened vessel segment. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Quynh-Nhu H. Vu whose telephone number is 571-272-3228. The 
examiner can normally be reached on 6:00 am to 3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on 571-272-4977. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Quynh-Nhu H. Vu 

Examiner 
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